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Exa m pl^^^(co n 't ) 


Facts: 

>Some Immunostlmutatory oligonuS ^ 
sequences (CpG) are known in the : 
presented in the spedfication 



>Spedfrcation presents a working examplei^ 
art accepted gulnoa pig model for HSV infeB 

>Art indicates that the guinea pig model, while^ 
accurate for studying the development of HSV 
infection, is not predicth/e of CpG 
oligonucleotide sequences that will stimulate an| 
immune response tn human individuals 


Exampfe^^con't) 


• Enablenientdetemiinafion through im^ands Jactor 
analysis may turn on less than alt faclorT 

• Here, the specirication exemplifies an app 
animat modeJ...on the other hand, there is efll 
that this model is not predictive of therapeuticl' 

• Other coosiderations irxjlude role of immune 
responses stimulated t>y immunostlmulatory 
ofigonucleotide sequences (CpG) resp in preventtJ 
03 opposed to treatment 

• The enablement determination tialancssailofthese^ 
considerations. 
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J-imitation 


• When a compound or composn 
limited by a particular use, ( 
of that claim should be evaluated I 
on that limitation, 

Sm frf w Vaeek. 947 FM 4U. 4a$, 20 USPOSd 1444 (Tad. CIr. 16»lJI 


raijiple C 

• Consider the following. 

> A viral vector for um in geno Ihvapy comprisinS 
• vims opmpdsing a cea bJnd^g roceptor on tw « 
and a gants of interesi, not nofmolly pratant In tha 
within (he DNA of lha vims. 

> A viral VBClnt CQnvxbbiy; 
a vims compriajng a c«l berufng receptor on he Mirfaca thcr^ 
and a lharapeuti& gena of Interest, not nonna]^ prasent in lh« 9 
insetted wttNn ine DNA of the vims. 

> A vkBl v«ctor for delivering a gone of interesi Ip a eel comprisinp: ^ 
a virus comprising a ceH binding receplor on the suifaofi thereof 
ar>d a gene of hterest, not normaly praaant in lha virus, insedad 
wHIUn ttia DNA of the vtru$. 


Exar 


• Each of the claims on the previl 
contain an intended use: 

> gene therapy 

> expression of a therapeutic < 

> delivery of a g&ne of Interest into a'' 
cell 

• The Wands factor analysis continues with 
determining the scope of the claims. 




IbD 


m A method for preventing a syr?1torn of 
herpes simplex virus (HSV) infeoljl^ an 
individual who has been exposed t 
comprising administering a composldi 
comprising an immunostimulatory 
oligonucleotide sequence in an amount 
sufficient to prevent a symptonn of HSV 
infection. 
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